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k-^l sheets containing rectifications authorized by this Authority (see Rule 70. 16 and Section 607 of the Administrative 
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PCT/FR2 004/ 0 00871 



Box No. I 



Basis of the report 



With regard to the language, this report is based on the international application in the language in which it was filed, unless otherwise 
indicated under this item. 

j 1 This report is based on translations from the original language into the following language > 

' ' which is the language of a translation furnished for the purposes of: " 

□ international search (Rule 12.3 and 23.1(b)) 

□ publication of the international application (Rule 12.4) 

□ international preliminary examination (Rule 55.2 and/or 55.3) 

With regard to the elements of the international application, this report is based on (replacement sheets which have been furnished to the 
receiving Office in response to an invitation under Article J 4 are referred to in this report as "originally filed" and are not annexed to 
this report) : 



□ 



the international application as originally filed/furnished 
the description: 

pages 1-20 

pages* __ 

pages* 



as originally filed/furnished 



received by this Authority on 
received by this Authority on 



the claims: 



nos. 
nos.* 
nos.* 
nos.* 



as originally filed/furnished 



1-12 



as amended (together with any statement) under Article 19 

16.07.2005 with letter 
received by this Authority on of 12.07.2005 

received by this Authority on 



the drawings: 
sheets 1/1 

sheets* 

sheets* 



as originally filed/furnished 



received by this Authority on 
received by this Authority on 



□ 
□ 



a sequence listing and/or any related table(s) - see Supplemental Box Relating to Sequence Listing. 
The amendments have resulted in the cancellation of: 

□ the description, pages 

□ the claims, nos. 

□ the drawings, sheets/figs 

the sequence listing (specify) : 

any table(s) related to sequence listing (specify) : 



I I This report has been established as if (some of) the amendments annexed to this report and listed below had not been made, since 
they have been considered to go beyond the disclosure as filed, as indicated in the Supplemental Box (Rule 70.2(c)). 

□ the description, pages 

□ the claims, nos. 

□ the drawings, sheets/figs 

□ the sequence listing (specify) : 

□ any table(s) related to sequence listing (specify) : 

If item 4 applies, some or all of those sheets may be marked "superseded. " 
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International application No. 
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Box No. V Reasoned statement under Article 35(2) with regard to novelty, inventive step or industrial applicability; 
citations and explanations supporting such statement 


1. 


Statement 










Novelty (N) 


Claims 


1-12 


YES 






Claims 




NO 




Inventive step (IS) 


Claims 


1-12 


YES 






Claims 




NO 




Industrial applicability (I A) 


Claims 


1-12 


YES 






Claims 




NO 












2. 


Citations and explanations (Rule 70.7) 







Reference is made to the following document: 



Dl: US 5 945 098. 



1. Document US 5 945 098 (Dl) discloses an 

immunoglobulin G preparation (column 4, line 14) , 
containing : 

•0.1 to 0.3% (1-30 g/1) of mannitol (column 7, 
line 12) ; 

•0.1 M to 0.3 M of glycine (7.5 to 22.5 g/1) 

(cf. claim 1); and 
• 5-100 ppm of polysorbate 80 (claims 1 and 3) . 

Dl anticipates the concentration ranges of the 
components in the stabilising formulation in claim 
1 because the concentration ranges claimed are 
included in those disclosed in Dl . The ranges in 
claim 1 cover a large portion of the ranges in Dl 
and the application does not demonstrate that the 
concentration ranges selected lead directly to a 
specific surprising technical effect. However, Dl 
does not anticipate the formulation in claim 1 
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Box No. V 



Reasoned statement under Article 35(2) with regard to novelty, inventive step or industrial applicability; 
citations and explanations supporting such statement 



because the functional feature whereby the 
formulation must also be suitable for compositions 
that are to be f reeze-dried implies the absence of 
PEG, which is present in the formulations in Dl . 



It follows that the subject matter of claim 1 is 
novel over Dl (PCT Article 33(2)). 

The formulation in claim 2 is also novel (PCT 
Article 33(2)) over Dl because all of the 
formulations in Dl contain, often at a very low 
concentration, PEG . 



The subject matter of claims 1 and 2 is not 
disclosed in the prior art. 



Document Dl, which can be considered to be the 
closest prior art, gives no indication that the 
formulation disclosed therein could be used to 
freeze-dry the immunoglobulin preparation. The 
technical problem to be solved is that of 
producing a stabilising formulation that can be 
used to suspend the immunoglobulins prior to 
f reeze-drying and prepare an immunoglobulin 
suspension without f reeze-drying . Since Dl does 
not mention f reeze-drying and the formulations 
therein contain PEG, which has disruptive effects 
on the freezing stage of the f reeze-drying 
process, the formulation in the subject matter of 
claims 1 and 2 involves an inventive step (PCT 
Article 33 (3) ) . 
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INTERNATIONAL PRELIMINARY REPORT ON PATENTABILITY 

Box No. V Reasoned statement under Article 35(2) with regard to novelty, inventive step or industrial applicability; 
citations and explanations supporting such statement 

Claims 3-12, which are directly dependent on 
claims 1 and 2 or characterised by the 
formulations in claims 1 and 2, are also novel and 
involve an inventive step (PCT Article 33(3)). 
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PCT/ FR2 004/ 00 08 71 
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Supplemental Box 

In case the space in any of the preceding boxes is not sufficient. 

Continuation of: 

Continuation of Box I : 



The amendments submitted with the letter dated 16 July 
2005 do not cause the subject matter of the application 
to be extended beyond the content of the application as 
filed. 
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Demande Internationale No. 
PCT/FR2004/000871 

Classification Internationale des brevets fCim 
A61K39/395 



POUR SUITE A DONNER 



voir formulaire PCT/IPEAAH 6 



08 04 2004 intemat ' 0nal a™*™**™*,)' 
ou a la fols classification nationale et CIB~ 



Date de priorite Qour/tnolsMnn6e) 
09.04.2003 



Deposant 



LABORATOIRE FRANCAIS DU FRACT IONNEMENT ET .. et al 



3. ^PP<««acco mP a9n 6tf AN NE x E s. q u,oomp, e „„ e „,. 



Le present ltlu ■ , 

■ OW, Baae^op,^ ta "-~— — au w , »«, « : 

Priority 

SS%aa e qUan,J,a — ractivite invent«vo et ,a 



□ Cadre n° II 

□ Cadre n° III 



□ Cadre n» IV Absence d'unite de I'invention 
M Cadre n° V Declaration motivee selon ('article 35,2. ail * nt * , 

possible d'apphcation industTe^ 'nventive et la 

□ Cadre n" VI Certains documents cites expiations a I'appui de cette declaration 

□ Cadre n-VH Irregularis dans la demande Internationale 




ln?ema«o P n5 n,a,i0n de_la ^=e d'examen preiiminaire 
22.10.2004 

^^^^^^ bargee de I'exame^ 



nu,atre PCTV.PEA/409 (fe U „ le de titre) ((anvier 2004) 



Fonct/onnaire autoris<§ 



Wagner, R 

N° de telephone +49 89 2399-7357 



Demande Internationale n° 
PCTFR2004y000871 



Case No. I Base du rapport 



Description, Pages 
1-20 

Revendications, No. 
1-12 

Dessins, FeuiUes 

1/1 



telles qu'initialementdeposees 

re 9 ue(s) le 16.07.2005 avec lettre du 12.07.2005 

telles qu'initialementdeposSes 



ZtSSZStXSSEiX&i %S£S££Sr °" ° U ^ V rel a*s. vo,r ,e cadre 

3. □ Les modifications ont entrame I'annulation : 

□ de la description, pages 

□ des revendications, nos 

□ des dessins, feuillesyfig 

□ de la description, pages 

□ des revendications, nos 

□ des dessins, feuilles/fig. 

□ du listage de la ou des sequences (pnScfser) ■ 

* « 2 :;;" to ; s,estab,eauxre,ati ^ 

Stre reUtlls™* lt\lllfon 4^^.' Certai ™* « Routes ce S f euiIIes peuvenfc 
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Demande Internationale n° 
PCT/FR2004A300871 



. possibHite d uplication industry, ^^'^^^^^^^^^e^ 
1- Declaration " ■ 



Nouveaut6 
Activite inventive 



Oui: 

Non: 
Oui: 

Possibility ^application industrielle Ou!:' 

Non: 

Citations et explications (r&gle 70.7) : 
voir feuille separee 



Revendications 1 -1 2 
Revendications 

Revendications 1-12 
Revendications 

Revendications 1 -12 
Revendications 
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£i£?2«^.£ UM,NA,RE 'NTERNATIONAL 



PQIZFR2004^000871 

Concemant lg P ni»» t 

Conce mant [e p^nt V 

Declaration motivee selon I'article 3W\ ♦ * , 

~ d , pplication ^ 

1 • Le document US 59450QR mi ^wx. •• 

«9ne 14) comprenant < D1)dev °" e «-» Preparation d'immunoglobulina G (co.. 4, 



-100 PPm de p^u^it^ajir^ 1) 



-n, compns dans tes domaines S^f! * °°noen,raflons ravandiques 
oouvren, una importanta parila das Jn^* t ^£T"~ * '* reven **«°n 1 
ohoix das domainas da conoan,ra«ons~e 0 tem e n ?- ^ m ° n,re ? as W <• 
surpranan.. Capendam D1 n'anBoipe pasla Z^T , 3 effet te0hnique P**> « 
caraotaristiqus fono,ionn e | le qui indtau ^ue hT! 6 " revendica «<>" 1 Paroa q ue ia 



om,u,ai re PCT/Feu»,e separee/409 (feuH.e i, (OEB-Janv^ocH) 



* UB P i a R Jo^S M,NA,RE 'INTERNATIONAL 
SUR LA BREVETABILITE 

(FEUILLE SEPAREF) 



Demande Internationale n° 
PCT/FR20Q4/nnnft7-| 



L'objet des revindication 1 et 2 n'est pas devoile dans fart anterieur 

-yophillser ,a preparation d'lml^r^C^meS' ^ P °" r 

dans ,a production cTune formation o ^ 

des immunogiobulines avant lvnnhii, e= ,«,x« * . P utilises pour suspendre 

des rotations F^Zt^^^^™ * l ob ' et 
iSS^^l rns d a :s 0,emen r Pendan,9S d9S '——««» 1 et 2 ou 



PCT/Feuille separee/409 (feuille 2) (OEB-janvier 2004) 



Revendi cat ions 

" 1. Formulation- stabilisante pour compositions 
•d' immunoglobulins G polyclonales, caracterisee en ce 
-qu'elle comprend un sucre alcoolique, la glycine en une 
• concentration comprise entre 7 g/1 et 10 g/l . et un 
detergent non ionique en une concentration comprise entre 
20 • et 50 ppm, pour etre. ainsi appropriee a la 
stabilisation de compositions d' immunoglobulines • G 
polyclonales sous forme liquide et sous forme lyophilisee. 

2. Formulation selon la revendication 1, constitute 
desdits sucre alcoolique, ' glycine et detergent non 
ionique . 

.3. Formulation selon l'une des revendi cat ions. 1 et 2, 
caracterisee . en ce que ' le sucre alcoolique est le 
mannitol . 

4. Formulation selon la revendication 3, caracterisee 
en ce que la concentration de mannitol est comprise entre 
30 g/l et 50 g/l. 

5. . Composition d * immunoglobul ines G polyclonales sous 
forme - liquide comprenant, ' comme stabilisant, la 
formulation stabilisante selon l'une quelconque des 
revendications 2 a 4. 

6. Composition d ' immunoglobulines G polyclonales 'sous 
forme lyophilisee, obtenue par lyophilisation d'une 
composition d' immunoglobulines G polyclonales et de la 
formulation stabilisante selon l'une quelconque des 
revendications la4. 

7. Composition d' immunoglobulines G polyclonales selon 
la revendication 5, caracterisee en ce qu'.elle presente un ' 
taux de polymeres inferieur a 0,3% apres un stockage de 6 
mois a temperature ambiante. 

8. Composition d' immunoglobulines G polyclonales selon 
•la revendication 6, caracterisee en ce qu'elle presente un 
taux de polymdres inferieur a 0,3% apres un stockage de 12 
mois a temperature ambiante ou de 6 mois a 4 0°C t 
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9. Composition d • immunoglobulines G oolvclnnaia 
1'une quelconque des indications 5 I e car^L^ 
ce qu-elle presente un . taux de dices' SS^T £ 
apres un sto ck a g e durant une periode de 24 

l'unr"a!e^ iSati ° n d ' UnS f ° rmUlati - -tabilisante selon 
1 une .quelconque des revendications 2 a 4 
. stabilisant de ™ m ~~ ^ a 4, comme 

polyclonal ^ f ^££- di^f T~ ° 
fractionnement de plasma hurTin. dX ~ t ~ n fc ° bt — P- 

11. Utilisation d-una formulation stabilisante ^1 
1'une quelconque des revendications i a 4 DO 
stabilisation de compositions d ■ immunllobul 

. Polyclonals sous forme lyophilisee. ^o^ 1 ^* ° 

12, Utilisation d'une formulation stabilisante ..i 

1 'une guelconaiiA '. X13ante selon 

yuexconque des revendications 1 a * ' 

stabilisation de • ' pour la 

^constitution dans un Venues par 

composition* o^osionuXines G p^LlTT^, ^ 
lyophilisee. poj-ycionales sous forme 



25 



. FEUILLE MODIFIEE 



